A comparison of the bronchodilator and other responses of children to oral treatment with terbutaline tablet and solution: a bioequivalence study.
Terbutaline tablets and oral solution were tested in 16 subjects between the ages of seven and 15 in a double-blind acute cross-over study. Doses of terbutaline were 2.5, 3.75 or 5.0 mg depending upon the weight of each subject. Both formulations produced significant increases in pulmonary function between 15 minutes and five hours after drug administration as measured by FVC and FEV1. The mean maximal increase in FEV1 was 0.60 liters for the tablet and 0.70 liters for the solution. The mean maximal increase in FVC was 0.53 liters for the tablet and 0.67 for the solution. There were significant increases in heart rate following both tablet and solution. The mean increases were statistically significant between two and five hours after drug administration, ranging from two to nine beats/minute for the tablet and eight to 13 beats/minute for the solution. Terbutaline produced no clinically or statistically significant mean changes in systolic or diastolic blood pressure. The responses to tablet and solution did not differ significantly from each other in any parameter. Terbutaline tablet and oral solution were, therefore, bioequivalent.